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DETAILED ACTION 

1. This Office action is responsive to an amendment filed November 20, 2006. 
Claims 1-11 are pending. Claims 1 & 10-11 have been amended. No claim has been 
cancelled or added. 

Priority 

2. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 5 and 9-11 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claims 5 & 9, at line 3, the phrase "in particular" renders the claims 
indefinite because it is unclear whether the limitation(s) following the phrase are part of 
the claimed invention. 

Regarding claims 10-11, at line 10, the limitations "the free lying opening" lack 
sufficient antecedent basis; for example, there is no prior recitation of this limitation in 
the claim. 

More in regard to claim 9, the claim provides for the use of an optical biopsy 
instrument for endoscopy and/or biopsy of duct systems having small diameters, but, 
since the claim does not set forth any steps involved in the method/process, it is unclear 
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what method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim Rejections - 35 USC § 103 

5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. Claims 1-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gatto (US Publication No. 2003/0181823) in view of Lifton (US 4,651 ,753). 

7. In regards to claim 1 , Gatto discloses an optical biopsy instrument (see figure 1), 
comprising 

(a) a substantially cylindrical cannula (14) inherently having a proximal end and a 
distal end, said cannula (14) having at least one opening (see par 0038), and 

(b) an endoscope (12) which is axially movable inside [0036] the cannula (14). 

In regards to claim 2, Gatto discloses an optical biopsy instrument (Figure 1), 
characterized in that the at least one opening of the cannula (12) has at least in parts a 
cutting region (35) at its area being directed towards the distal end. 

In regards to claim 3, Gatto discloses an optical biopsy instrument (see figure 1), 
characterized in that the cutting region (35) is formed by a ground edge 34 of the 
circumference of the at least one opening (see fig. 4; see par 0038 at lines 1-3). 
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In regards to claim 4, Gatto discloses an optical biopsy instrument (see figure 1), 
characterized in that the at least one opening has a substantially oval configuration. 

In regards to claim 6, Gatto discloses an optical biopsy instrument (see figure 1), 
characterized in that an external diameter of the endoscope (12) substantially 
corresponds to an internal diameter of the cannula (14) or is slightly smaller than this 
[see paragraph 0036]. 

In regards to claim 7, Gatto discloses an optical biopsy instrument (see figure 1), 
characterized in that an external diameter of the cannula is 1.2 mm at most (see par 
0036). 

In regards to claim 8, Gatto discloses an optical biopsy instrument (see figure 1) 
characterized in that the endoscope (12) is a rigid endoscope. 

In regards to claims 9-10, Gatto discloses a method for sampling tissue samples in 
duct systems, wherein 

(a) an optical biopsy instrument (see figure 1), comprising a substantially 
cylindrical cannula (14) inherently having a proximal end and a distal end, 
said cannula (14) having at least one opening, and an endoscope (12) which 
is axially movable inside the cannula (14) is introduced, under endoscopic 
monitoring, into the duct up to a biopsy site, [see par 0036] 

(b) the tissue sample is brought through the free lying opening into an interior of 
the cannula (14) (see par 0038; see par 0042). 
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In regards to claim 11, Gatto discloses a method for sampling tissue samples in duct 
systems, wherein 

(a) an optical biopsy instrument (see figure 1), comprising a substantially 
cylindrical cannula (14) inherently having a proximal end and a distal end, 
said cannula (14) having at least one opening, and an endoscope (12) which 
is axially movable inside the cannula (14) is introduced, under endoscopic 
monitoring, into the duct, until the opening comes to lie over a biopsy site, 

(b) the tissue sample is brought through the free lying opening (38) into an 
interior of the cannula (14) (see par 0036, 0038, 0042). 

Gatto discloses an instrument, as described above, that teaches all the limitations 
of the claims except Gatto does not explicitly teach a lateral opening in a side surface of 
the cannula or separating the tissue sample from the rest of the tissue by moving 
forward the endoscope across the lateral opening. 

However, Lifton discloses an instrument for endoscopic multiple biopsy (see 
abstract) comprising a cannula 1 having a lateral opening 3 (see fig. 1); wherein the 
cannula 1 is closed at its distal end by a wall 7 (see fig. 1; column 3/lines 11-14); 
wherein the tissue sample is separated from the rest of the tissue by moving a plunger 
17 forward and backward across the lateral opening 3 (see figs. 3A-F; column 3/lines 
41-49). 

Since Gatto teaches an opening 38 for collecting tissue samples (see par 0038), it 
would have been obvious to one of ordinary skill in the art at the time Applicant's 
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invention was made to provide an instrument similar to that of Gatto with a lateral 
opening similar to that of Lifton because both openings would perform the same 
purpose of collecting tissue samples (see Lifton, see figures 3A-F). 

It would have further been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide an instrument similar to that of Gatto with a 
closed distal end wall similar to that of Lifton in order to provide a cavity for storing 
biopsy samples without removing the instrument (see Lifton, column 3/lines 24-30). 
Moreover, since Gatto suggests a cannula made of transparent plastic material (see par 
0036 at lines 7-11), it would have been obvious to one of ordinary skill in the art at the 
time Applicant's invention was made to provide an instrument similar to that of Gatto as 
modified by Lifton above with a transparent end wall as claimed since such a 
modification would amount to a design choice. It has previously been held that merely 
changing aesthetic design is not patentable-See In re Seid, 161 F.2d 229, 231, 73 
USPQ 431, 433 (CCPA 1947). 

More in regard to claims 9-1 1 , it would have been obvious to one of ordinary skill 
in the art at the time Applicant's invention was made to provide an instrument similar to 
that of Gatto with a method wherein the tissue sample is separated by a reciprocating 
plunger similar to that of Lifton in order to tear up tissue drawn into the lateral opening 
(see Lifton, figs. 3A-F; column 3/lines 41-49). Furthermore, it would have been obvious 
to one of ordinary skill in the art at the time Applicant's invention was made to provide a 
method similar to that of Gatto as modified by Lifton above, with a reciprocating 
endoscope as claimed since such a modification would amount to a design choice that 
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would serve the same purpose of reciprocating a plunger to tear up tissue drawn into 
the lateral opening. 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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